REMARKS 



Obviousness Rejection 

Claims 1-13 were rejected under 35 USC §103(a) as being unpatentable over U.S. Pat. No. 6,495,177 
("de Vries") in view of U.S. Pat. 5,380,541 (Beyts"), (Office Action at 2.) 



For the reasons set forth below the rejection, respectfully is traversed. 
De Vries discloses 

(57) AHSTRACr 

The prcScnl iift'cniicm provides an Orally admimSirablL* liLilri- 
tional suppicmcin whEch is highly pAJai^hk, sucb a 
chcwaWc prenatal vnamm*teincral i^apptcmcni. The Kupplc- 
mea! is pptrfembly made in ihe form of u tablet that, uyiott 
chewing, dissolves rapidly in ihc mouth. 'Ilic Mci is 
panicutarly 5M]i;ib)c for adntini^ratioQ of vitamins aod min- 
erals 10 wofflto dmug pregoaDcy. The iDvcnsiou also 
Inctuctes racihocts ot matdug and Msiog such sijppkm^nts. 

SUMNtARY OP THE INVENTION 

'Hic invention relates lo a highly palatable, prenatal nulri- 55 
lional supplement in a cbcwabic form which comprises a 
pre natal ty relevant atnouat of at least one vitamki or tniocra l 
and as allkyi polysiloxaoe. Preft'rably, the supplt'oieut Is a 
chewable tablet' TOe mveotion includes supplemeats whicb 
include folic acid, an iron compound; or both of'^&sc, as 60 
well as those which alst> include other vitarfiins or mitierak. 
By way of example, a folic acid-coDtaining 5MppleuicDi can 
be nja^ for adiniDi5< ration to wotnen who 9 re pregnant or 
who ajiUcipate becoming pregnant. In one ccabodiment, tt^ (Col. 3) 
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The higbly paUtable Dature of ihe supplement provided 
herein lends itself to preparation of various unii dosage 
totm&^ sudi as chswable labl^Es arid omlly adnijiiisiriible 
powders and groDulaicd preparation^. In one dspccl of ihc 
I? mvcotion, (be unit tkxwgc fcm is a chcwablc tabid which 
comprises 

(a) aboiii (>J-2.0 iDiUigrams oE folk acid, or a pharma' 
ceuiicjilly acceptable 5^11 form thereof (prcfcrEtbly at 
least about iX) miLligFam; e.g. about 1.25 milligrains): 

(b> about lOO-SOOlnternatimial Umis (LU.) of vitamin 
(preferably al least about 400 1.U.; eg. about 440 f.U.); 

(c) about liXMCKK) or JiOD-lOOO IV\ o£ beta caroteoc (or 
anoihcr pharmaccuiically acceptable form of viistnia 
A, such as Wiamin A acxtatc; preferably (he unit dosage 
form comprises at le^i aboiu 1000 LU.; e.g. about 
nOO I.U- of viiamm A); 

(d) about 0.2-S miUigrams of vitamin (preferably at 
least about 2 milligrams; e.g. about 2.4 {niHigrains); 

w (c) about 0.5-10 hiilltgrams of vitamin (preferably at 
least about 3 miDigrans; e.g. about 3.5 millignurs); 
(1) about 2-200 or 2-20 milligrams of vitamin 
(preferably at least atotit 10 milligr^; e.g. about 12 
ztiilligi'arti&X 

(s) about 2-20 micrograms of vitamin B12 (preferably al 
least about 12 mLtligraix&; e.g. about 14.4 milligrams); 

(b) about 1-2(10 or 1-20 1 U. of viiwrn E (preferably al - 
least about 11 I.U,; e.g. abotit 13.2 LU.); 

(i) atTOUl 2(^200 milligrams of vitaiuiii C in the fonn of 
ascc^bic add aud/or a phaiaiaceutically acceptable salt 
thereof (preferably at icasi, about i20 milligfatm; e.g. 
abom 133 iriiUigfarriN); 

about 5H0 milligrams of niacinamide or an c{|uiv9leni 
15 molar umouot of oiada (prcfefably at least about 20 

milligrams of macLaaoiide; e.g. about 22 milllgrtuxis); 
(k) about 1-100 milligraais of elememal Iron m the form 

of a pharmaceutical iy acceptable iron c^im pound 

(preferabiy ai least atoui 15 milligr^n^s; e g- about 15, 
^ 45. et). or $(> milligrams). (CoL 4) 

65 The chewable prcaatal supplement described herein can 
comprise a chewable tablet base* such as a base which 
comprises one of cnanniiol,s5icrosc, sorbitol, dextrose, com- j 
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prcssiblc cellulose, compressible honey, compressible 
molasses, compressible sugar, snd lactose as a primary 
ingredtenL As cte^cribed herein, such su^ptements caa be 
pftipareJ in & form which has at) interior that is noticeably 
sciftei' ihaii iis eKteriof. By way of extLmple, the cad 5 
COTprise an flgglonicratc which couiprisics 90-99% by 
wci^l of c^rboh>'4ralc-ba!>cd material selected froni ihc 
group coosisting of dextrose, a combiDatioD of dextrose 
moDohydrate abd raaltodcxtrin, fructose, a combioatioD of 
fhicto&e and rfliilioclexifio, sui^ose , a ccrmbinai van of ^iKtost n 
<iad mallwkxtrin. nialsosc, a combinatioQ of maltose tiod 
ma!i<Td6.xirin, maooiicii, syUm. and a ajmbitiaiion of xylose 
and maltodcxtrin; and 10-I%.by ivxtight of a water soluble 
binder selected from ihc group consisting of maliodcxtrin. 
cdm synip solids, de xtrose, siicrose, po!)tvinyl pyrroliflai'fce), i.' 
and cooked starch paste. Id such ao agglomerate, the car- 
bohydralebased maierial can, for example, be selected from 
the group cortsi^ing of dextrose inoQohydratc, a combina- 
tioD o£ dcTEtrosc monohydratc aod .raaltodcxtrin, frucin.se,. 
dextrose, ma an i to), a combination of fructose and 2i 
maJtodcxlrin, sucrose, a comblnalion of sucrose atid 
maltodexirid, maltose, a combination of tnalloiH^ and 
mahodextrin. xykksc, and a combinuuou of xylose and 
maliodcxiriii. Tbe water soluble binder is preferably malio- 
dcxtrln. 2t 
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form. Finely dmded compoocnis also flow well In tablet 
pres^ aiKl other processing machine r}^ and tecKl to make 
tablets ha\aag advaaiageous properties (e.^. chip resistance, 
homogeneity, etc.). Preferably, not less than about 70% of 
the finely divide^ tagredients will pass through a 60 mesh s 
(250 rakroffletcr) screen. In another cmbodimcDl, not less 
ihm about S0%, even more preferably tiotle^^ than 90%, of 
a component will pa^ throii^ a 50 mesh (300 micrometer) 
^ccu. [a another embodim^t^ not less than 80%. more 
preterably not fejs than 90%, of a eodiponeut will pass lo 
thr^tugh a 100 me^ (150 mioon;!) screen. 

De Vries has an effective filing date of August 13, 1999. 
Beyts discloses 



[57] ABSTEACr 

Syce^ is is c^tained by contbtum^ sncralose and a 
sweet saccharide selected from frtzctose; glticose; mal- 
tose, and other ghsccx^gQsacchaiide^ &uao$e mixed, 
with glucose and/or gluco-oligosaccharid^ lactose; 
isoraaltulosc; and sisgar alcohols. 

According to the presem invention tnere is pxovKJed 
a swccte33ddg compositiozi for sweet^iliig mgestible 

15 compo^tiOBS and oral products, the oompo^on con- 
siting essentially of socralose; a sweet smxitahde se- 
lected 6com fhictc^, glucose; maltose and other 
glucooligosaccharide^ glucose mixed with maltose and 
other oligosaochahdes; firuct(»e mixed with glucose 

2D and/or gluco-oligosaociharides, lactose^ isomaltulose, 
and sogar dcohols, and, optionally, a canier for a 
sweetening compositioii; the relatx\*c sweetness contri* 
bation provided by ^ sucralose and the sweet saccha- 
ride bdng from 5:1 to 1:5. By tlie tern ^^weetcning 

25 couQpostioa^ we mem a composition for use in sweet- 
ening foodstafEs, beverages etc; e.g. sweetening tablets 
and grani^Ies, concentrates for the beverage industry 
etc. (Col. 2.) 
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EXAMPLE 9 
P&ppennint tablet 



So«alose OOI aOl a005 

Manaitol* — — 

kb^bt^mo IJOO S.0O 1X0 



Ptppennict Durarctoc^ 0^0 <X80 <XSO 
45 fiffefe afi202 

In making the rejection, the Examiner asserted that de Vries 

"1 77 teaches orally dissolvable chewable tablet that is palatable and also dissolves rapidly 
in the mouth. The tablet of * 1 77 includes active agents in the form of vitamin supplements such 
as folic acid, beta carotencv Vitamin B12 etc, an effective amount alkyi polysiloxane to improve 
the texture of the supplement and a chewable base comprising a material selected from the group 
consisting of mannitol, sucrose, sorbitol, dextrose, cellulose derivatives etc (lines bridging coL 4- 
5), In particular, * 177 teach an agglomerate base that comprises 90-99% by weight of 
carbohydrate-based material selected from dextrose, fructosej sucrose, dextrose monohydrate and 
maltodextrin or combinations thereof, which meets the limitation of claim 5; and a biiKler in an 
amount of 1-10% by weight of the composition (col. 10, lines 50-65). Instant specification does 
not defme the tenn "substantially free". Further, the specificarion also states that the binders such 
as microcrystallino cellulose arc less than 20% or ev^ less than 10%. Thus, the amount of 
binder (1-10% by wei^t) taught by * 177 is within the claimed range.. * 1 77 further teaches 
preparing carbohydrate agglomerate that has a particle size of 20 microns to 100 microns, the 
upper limit of which overlaps the claimed particle size (100 to 250 microns). For active agent, 
177 teaches vitamins, minerals, nutrients and insoluble metal carbonates, oxides etc (col. 10, (Office Action 



at 2.) 



lines 4349) and teaches preparing the tablets by granulation (col 11, lines 12-37). ' 177 teaches 
that chewablc tablets are usually associated with disagreeable or bad taste and a bad mouth feel 
that is due to the chcAvy, gritty, oily, creamy or sticky consist^cy of the tablet and suggests 
addition of sweeteners such as saccharin, dextrose, sucrose, aspartame, fiuctose oligosaccharide 
etc (coL I and col. 8, lines 7-15) and states that the carbohydrate niaierial in the agglomerate 
itself can be a sweetening agent in the composition. However, ' 1 77 fail to teach sucralose of 

(Office Action at 

3.) 

The Examiner acknowledged, however, that de Vries differs from the presently claimed invention in that 
de Vries "fail[s] to teach sucralose of the instait claims." (Office Action at 3.) 

To fill the acknowledged gap, the Examiner relied upon Beyts as teaching 
'541 ti^ch sucralose containing ing^tible compositions such as medicaments, beverages, 

etc. *541 teaches that a synergy in obtaining sweetness is observed with sucralo^ and other 

saccharides such as glucose* fructose, mamiitol, sorbitol, or fructose mixed with glucose. 

Example 1 of '541 shows the synergy of sucralose with various sweeteners such as fructose etc, 

and the list of sweetener blends with sucralose in col. 5, specifically mentions a combination of 

dextrose monohydrate and suoalose that reads on the instant claimed components. Further 

example 9 is directed to a peppermint tabl^ which meets the description of a chew^le tablet. 

The Examiner then concluded that "it would have been obvious for one of ordinary skill in the art at the 
time of the instant invention to add a synergistic combination of sucralose with other sweeteners such as 
fructose, dextrose monohydrate, sucrose, glucose, etc. ... because [de Vries] desires the present of a sweetener in 
a chewable tablet composition to avoid unpleasant taste and [Beyts] suggests that sucralose is effective in 
reducing the caloric level in the fmal preparation and is much sweeter than the sucrose or other sweeteners." 
(Office Action at 3.) 

Submitted concurrently herewith is a Declaration of Joseph Luber, a joint inventor of the present 
invention, filed under 37 CFR § 1.131. This Declaration contains a copy of redacted notebook page 101 from 
Book No. 389 wherein there is described an experiment carried out produced product within the scope of at 
least claim 1 of the present application. This redacted notebook page was completed on June 30, 1999. 

The earliest effective filing of de Vries is August 13, 1999. 



Because the Luber Declaration establishes a date of invention of the present invention prior to de Vries 
earliest effective filing date, the use of de Vries as a reference is improper. Therefore, any rejection based on de 
Vries must be withdrawn. 

Finally, the Examiner is invited to call the applicants' undersigned representative if any further action 
will expedite the prosecution of the application or if the Examiner has any suggestions or questions concerning 
the application or the present Response. In fact, if the claims of the application are not believed to be in full 
condition for allowance, for any reason, the applicants respectfully request the constructive assistance and 
suggestions of the Examiner in drafting one or more acceptable claims pursuant to MPEP § 707.07(j) or in 
making constructive suggestions pursuant to MPEP § 706.03 so that the appUcation can be placed in allowable 
condition as soon as possible and without the need for fiirther proceedings. 

Respectfully submitted. 

By : / Timothy E. Tracy / 
Timothy E. Tracy 
Reg. No. 39,401 

Johnson & Johnson 

One Johnson & Johnson Plaza 
New Brunswick, NJ 08933-7003 

(732) 52^6586 



DATE: June 27, 2005 



